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A. Patient information
1. Patient identifier

Case 221

in confidence
B. Adverse event or product problem
1. X Adverse svent and/or

(Mo

McNEIL CONSUMER PR(
FORT WASHINGT(

Product problem (e.g.. defects/malfunctions]

mmgugwﬁlhﬁ|‘||n||ﬁi|n°u|u

C. Suspect medication(s)
1. Name (give labeied strength & mfe/labeter, if known)

Page

#1 unknown acetaminophen product
#2 opiates

3. Therapy dates (it unknown, give duration)
from/to lor best estimate)

unknown

2. Dose, fraquency & route used

#1 unknown dose, po £

2. Outcomas attributed to adverse event

{check all that apply) dhesbility

unknown
S. Evant abated after use
stopped or dose reduced

#2 unknown dose, po 2
4. Diagnosis for uee tindication)

Case # 221 received from the WD 1996 case fatality data.
See attached case report form provided b_

o

)
(x) desth ‘wm'? ( ) congenital anomaly £1  unknown ’ ‘ ‘
( ) ethreatening ( ) required interveation to prevent #1 () Yes () No (X) N/N
(x)  hospitaleation - witef or prolonged | y ? £2 unknown ‘ —
' () other 6. Lot # (if known| 7. Exp. dats (if known) [£2 ¢ ) Yes ¢ ) No (X) W/A-
3. Date of evant 4. Date of this report #1  Unknown f Unknown [8. Event reappeared after
unknown 02/09/98 £2  ynknown £2  unknown reintraduction
(meldey/w) tmaidayiyr) MC) Yes (" No CX) N/
6. Describe avent or problem D 7~ Tor product problema onty il Knownl

£2 () Yes ( ) No (X) N/
ducts snd therapy dates {exclud

)

10. C enitant

stment of event)

See attached case report form provided by

6. Ralevam tastsflaboratory dats, inciuding dates
See attached case report form pravided by SN

1. Contact effice - name/addsess (& mfring site for devices) 2. Phone number -
McNeil Consumer Products Company 215-233-7820
Medical Affairs 3. Report source
7050 Camp Hill Road {check all that appiy}
ft. Washington, PA 19034 ( ) foreign

() study
(x) FHtorature
¢ ) consumer
4. Date nh:?lv-d by mnuhctumﬁ (x) g:o':g'ubnd
01/30/98 (A} NOA # 17-552 ( ) user tacility
6. W MO, prevocol # NO # company
PLA # () repressr. . .e]’
pre-1938 ( ) Yes ¢ ) distrbutor
7. Type of report oTc ( ) other
{check all that applyl product (X) Yes

( ) S-day (X)!6-day
¢ ) 10-day ( )periodic

8. Adverse event termis)

(X) Initisl ( )follow-up OVERDOSE HEPATORENAL SYN
T PROTHROMBIN INC ANEMIA
S COMA CONVULSION

09299934 EDEMA LUNG DEATH

7. Other relevant history, including preaxisting medicel conditions {e.Q.. lll«'uiu.
race, pregnancy, smoking and sicohol use, hepatic/renal dytfuncﬁon.

See attached case report form provided byQiiil

E Initial reporter _ ——,

1. Nerwe, address & phone #

Centers

4. Inidel reporter also
sent report ta FOA

Submission of a report doss not constitute an
sdmission that medical personnel, user facility,
distributor, manufacturer or product caused or
contributed to the event.

oA

Facsimile Form 3600A

(X) Yes ( ) No physician () Yes ( ) No (X) Unk




RECEIVED AT DRUG SAFETY SURVEILLANCE Individual Safety Report
-l anaRanin i
s - 7ALITY: 1996 G
Case Number: 221
Age: ~ 25yrs
Substances: Acetaminophen
| -+ opiates
Chronicity: Unknown
Route: ‘ Ingestion
Reason: Unknown _
. Pre-Hospital Arrest? No

A25ywoldL‘emleprsenmdtoanouﬂyinghospitalwimahiszoryofthmdaysofabdominalpainthat
wzsbeingmndwithdiqciomine.momlethargy.andmeonsethcpuo—renal&ﬂm. Her only
other known medications were carisoprodol and fluoxetine that she took for chronic back pain.
Approximately 16 hours after admission, the coasulting nephrologist called the poison cemter, asking if
this could be related to a toxic exposure. Her PT at this time was 42. She was anemic and her CPK,
creatinine, bilirubin and liver enzymes were elevated. Her rapid urine drug screen was positive for
opiates. She ired dialysis for heg renal failure. She was comatose, had bad a seizure and was being
mechanically ventilated, Thewdm(ogr&llowonmnmmmendodmnN~acaylcysaﬁncmAC)bc
stznedonnyorinuzvmousty,inhopelosalvagethcﬁver,andmommendedthatasaﬁqlateandan
acetaminophen level be drawn Theac.minophgnlcvdwasu;noaceummophmmknmtobe
given to the patient while in the hospital. TthaﬁemreceivedNACvianzsopsuicmbemG'D,withlow
NGT residuals. thcrqusﬁoningofthzpaﬁent'sfamﬂyrevuledmatthepaﬁemhadahabitofmking
excessive amounts of over-the-counter medications when she felt the medicines were not relieving her
Symptoms. Thcfamﬂydidnotfeddm:hehadbeensuidm At 30 hours after hospital admission, the
paﬁeatsammnnialevdwaslﬁsandshewasbeingmdwithlxmlm At 60 hours after hospital
admissionthepadenthadpuhmn‘aryedcma.acratim‘neof&s,anelcvatedP’I‘andamob 100. The
toxicology fellow on call revuiu...snded high-flux dialysis agd consideration of liver transplantation. At
90 hours after hospital admission, :h< patient died.



